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1 . The evidence submitted is insufficient to establish a reduction to practice of the 
invention in this country or a NAFTA or WTO member country prior to the effective date 
of the 2004/0176381 reference. Applicants' submission does not include a copy of 
exhibit A to be considered. Accordingly, there is no evidence presented to overcome the 
reference of 2004/01 76381 . 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1-3, 5-6, 8-11 and 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Walsh (2004/0176381) in view of Hermelin et al. (6,375,956). Walsh 
discloses a package for enabling compliance with a regimen of dosage of medication 
over a period of time, the package comprising a backing having an array of receivers 
including columns and rows, a plurality of tablets and indicia disposed adjacent the 
columns and rows for displaying common days and successive weeks. Hermelin et al. 
discloses it was known to provide tablets of different dosages at different times in the 
course of a regimen (see column 10, lines 56-65). To modify the package of Walsh 
employing tablets of different dosages would have been obvious in view of Hermelin et 
al., because it was known to employ a controlled variable or pulsed release system in 
the medication regimen field as disclosed by Hermelin et al.. 
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As to claims 2 and 10, Walsh discloses each row as a successive week and each 
column as a different day. 

As to claims 5 and 14, to provide the alternative of the rows being days and the 
columns being weeks would have been an obvious modification of Walsh to one of 
ordinary skill in the art. 

4. Claims 1-3, 5-6, 8-1 1 and 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Urheim (4,958,736) in view of Lerner (3,568,828). Urheim discloses a 
package for enabling compliance with a regimen of dosage of medication over a period 
of time, the package comprising a backing (16) having an array of receivers (12) 
including columns and rows, a plurality of tablets (21 or 22) and indicia (18, 20) 
disposed adjacent the columns and rows for displaying common days and successive 
weeks. Lerner discloses it was known to provide tablets of different dosages at different 
times in the course of a regimen (see the Abstract and column 1 , lines 42-54). To 
modify the package of Urheim employing tablets of different dosages would have been 
obvious in view of Lerner, because it was known to employ a controlled variable or 
pulsed release system in the birth control regimen field as disclosed by Lerner. 

As to claims 2 and 10, Urheim discloses each row as a successive week and 
each column as a different day. 

As to claims 5-6 and 13-14, to provide the alternative of the rows being days and 
the columns being weeks would have been an obvious modification of Urheim to one of 
ordinary skill in the art. 
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5. Claims 1-3, 5-6, 8-1 1 and 13-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over EP 0852208 in view of one of Urheim and CA 2,218,470. EP 
0852208 discloses It was known to provide tablets of different dosages at different times 
in the course of a regimen (see the Abstract). Urheim and CA 2,218,470 each disclose 
a package for enabling compliance with a regimen of dosage of medication over a 
period of time, the package comprising a backing (16; 10; respectively) having an array 
of receivers (12; 8) including columns and rows, a plurality of tablets (21 or 22; 12) and 
indicia (18, 20; 2 and as shown) disposed adjacent the columns and rows for displaying 
common days and successive weeks. To modify the regimen structure of EP 0852208 
employing a single backing with receivers and indicia as disclosed by either one of 
Urheim and CA 2,218,470 would have been obvious in view of either Urheim or CA 
2,218,470, because it would reduce the number of packages needed. 

As to claims 2 and 10, Urheim and CA 2,218,470 each disclose each row as a 
successive week and each column as a different day. 

As to claims 5-6 and 13-14, to provide the altemative of the rows being days and 
the columns being weeks would have been an obvious modification of either Urheim or 
CA 2,218,470 to one of ordinary skill in the art. 

6. Claims 4, 7, 12 and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the art as applied to claims 3, 6, 1 1 , 15 and 18 above, and further in 
view of Lipton (5,747,545). To employ memantine in a gradually increasing dosage to 
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treat glaucoma to reduce damage to retinal ganglion cells was known in the medical 
field as taught by Lipton (see column 13, lines 28-55 and columns 19-24). To provide 
memantine in a controlled variable or pulsed release system of increasing dosages 
would have been obvious in order to ease the patient onto the medication to achieve 
systemic tolerance. The exact amounts of memantine employed would have been 
dosages recognized as effective by one of ordinary skill in the art (a medical 
professional or pharmacist). 

7. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Walsh in 
view of Hermelin et al.. To merely provide the package of the above described 
combination would have been obvious in order to obtain the package advantages 
previously described. 

8. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Urheim 
in view of Lerner. To merely provide the package of the above described combination 
would have been obvious in order to obtain the package advantages previously 
described. 

9. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
97/03896 in view of one of Urheim and CA 2.218,470. To merely provide the package of 
the above described combination would have been obvious in order to obtain the 
package advantages previously described. 
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10. Claims 18-25 are rejected under 35 U.S.C. 1G3(a) as being unpatentable over 
Walsh in view of Hermelin et al. and Lipton. The prior art combination has been 
explained above with respect to the package. To employ the package in the expected 
package manner to treat a patient to reduce damage to the retinal ganglion cells caused 
by glaucoma would have been obvious in view of Walsh, Hermelin et al. and Lipton et 
al., taken together. 

1 1 . Claims 1 8-25 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
EP 0852208 in view of one of either Urheim or CA 2,218,470, and Lipton. The prior art 
combination has been explained above with respect to the package. To employ the 
package in the expected package manner to treat a patient to reduce damage to the 
retinal ganglion cells caused by glaucoma would have been obvious in view of EP 
0852208, one of Urheim and CA 2,218,470 and Lipton, taken together. 

12. Applicant's arguments with respect to claims 1-25 have been considered but are 
moot in view of the new ground(s) of rejection and applicants' failure to provide 
evidence relative to an earlier reduction to practice prior to March 6, 2003. 

1 3. This action is made non-final in view of the new grounds of rejection. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bryon P. Gehman whose telephone number is (571) 
272-4555. The examiner can nonnally be reached on Monday through Wednesday 
from 5:30am to 6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mickey Yu, can be reached on (571) 272-4562. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-4555. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnatlon for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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